TK-VIIKIT

Veterinary Rigid Endoscope
User Manual

Read this manual carefully to use the product correctly and keep
the manual properly.

Bending the main shaft (tube) (2) of the main body will
damage the endoscope. Do not bend the main shaft
(tube) of the main body.

® The endoscope can only be used in conjunction with a
matching sheath.

@ Be sure to hold the endoscope on the connector (6) or at the
side of the main body (8) .

® When the endoscope is used in combination with other
accessories, the requirements of the respective manuals should
be observed.

® When the endoscope is used in combination with other
instruments or light cables, the manuals of the respective
manufacturers should be observed.

Assembling of Light Cable

® Loosen or tighten the optical cable connectors and on the
endoscope to match respective optical cables.

Cleaning, Disinfection and Sterilization

® Only clean medical products can be sterilized safely and
effectively. Therefore, cleaning is an important part of the
processing procedure.

Preparations

® The endoscope must be cleaned immediately after use.
® Detachable products must be disassembled before
cleaning.

A

Endoscope Cleaning

A

® The endoscope can only be cleaned using an ultrasonic
cleaning machine produced by professional manufacturers of
ultrasonic cleaning machines. For the cleaning procedure, see
the operators' manual of the endoscope ultrasonic cleaning
machine.

® The endoscope can be cleaned using cleansers/disinfectants
suitable for endoscopes based on the manufacturer's
manuals.

® After each use, flush the endoscope using running water to
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Connectors becoming loose in ultrasonic baths may
damage the optical system.

Improper cleaning or disinfectant may cause damage to
the product.

Components

(1) Objective lens

(2) Main shaft of main body (tube)

(3) Colorring

(4) Light cable connector

(5) Optical surface of the light cable connector
(6) Connector

(7) Eyepiece

(8) Main body

(9) Applicable to ACMI cable (fixed)
(10) Connector applicable to WOLF cable
(11) Connector applicable to OLYMPUS/STORZ cable
(12) Valve group

(13) Sealing cap

Labels and Marks

The color ring (3) is used to mark the direction of view (observation
direction) of the endoscope.

Color Direction of View Color Direction of View
. 0°/5° . 45°/90°

. 12° 70°

‘ 22°/25°/30° 110°

® [f an animal is considered to have contraindication against the

-

remove residues such as blood and mucus and wipe it dry.

® Soak the dried endoscope in enzyme-containing detergent.

® Use a high-pressure water gun to flush the instrument channels
and cavities of the endoscope. The detachable parts must be
disassembled and cleaned.

® Brush the endoscope using a soft brush. Avoid scraping the lens
during brushing.

® The cleaned endoscope must be dried to be disinfected.

Cleaning of Other Accessories

® The cleaning procedure for metal accessories such as sheath,
obturator puncture, and puncture casing is similar to that of the
endoscope.

® Disassemble the accessories, clean the accessories with water,
and clean them with an ultrasonic cleaner for 5 to 10 minutes,
especially the instrument channels, cavities, and openings.

® Soak the endoscope with enzyme-containing detergent. Note
that each channel must be filled with enzyme-containing
detergent. After the soaking, flush the endoscope with clean
water.

® Cleaned accessories must be dried to be disinfected.

® For animals carrying infectious diseases or pathogen carriers, use
a special endoscope and sterilize the endoscope before using
the endoscope on a second animal or next time. The sterilization
containers used for such endoscopes should be separated from
common sterilization containers. If no special endoscopes are
available, ensure that the endoscopes get thorough sterilization
and reach high level of sterilization.

Cleaning and Disinfection

® (lean and disinfect a rigid endoscope that is not equipped with
an operation tube in a cleaning machine that is equipped with a
special cleaning procedure and a fixture.

® Use advanced disinfectant with 2% glutaraldehyde (CsHgO,) for
special disinfection of the endoscope.

® The concentration of the C;H,O, should not exceed 2%.
Otherwise, the endoscope may be damaged.

Disinfection procedure:
1. Place the endoscope in a separate container.

2. Add activator solution into the C;H O, to activate the C;HgO,
solution.

3. Fully mix the solution and verify that the pH value of the C;H,O,
solution is between 8.2 and 8.9 to ensure that the activated
CsHgO, solution has the best antibacterial activity.

4. Mark the dates of activation and deactivation on the container.

5. Use a lint-free sterile cloth to dry the endoscope.

For detailed information about the use of C;H;O, solution, see the
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endoscopy or using the endoscopy will cause damage to the
animal, do not use the endoscope. The endoscope applies to
marked or acknowledged indications.

Statement

Protected against
1PX7 the effects of -@
temporary

Atmospheric pressure
limitation
immersion in water

Expected Purpose of the Endoscopes

This manual introduces the purpose, function, and operation of this
product in details. Before using this product, read and understand the
content in this manual carefully so that you can use this product in a
correct way and ensure safety of the animal and operator.

If the following conditions are met, TK-VETKIT will be liable for the
safety, reliability, and performance of the product.

® This product is used in compliance with this manual.

® Product damage is caused by natural factors. Unnatural factors
include unexpected drop and deliberate damage.

Important!
For Veterinary Use Only

Rx Only

Applicable only to the United States.

U.S. Federal Law restricts this device to sale by or on the
order of a physician or other practitioner licensed by
state law to use or order the use of this device.

®

MR Unsafe - do not subject to magnetic resonance
imaging (MRI)

Applicable only to China.

Indicates the product contains hazards materials
in excess of limits which can be used within the
environment-friendly use period. The environment-
friendly use period of the product is 20 years. When
exceeded, the product must be collected separately and
handled properly.

Symbols

Symbols |Meaning Symbols |Meaning

CE mark

q

* Type BF applied part

Serial number

REF

Catalogue number

Refer to instruction
manual/booklet

J Manufacturer

Non-sterile

ﬂ Date of Manufacture

Temperature limit Humidity limit

(%)

~EBO
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operator's manual from the manufacturer of C;HzO,.

Sterilization

® Hydrogen peroxide low-temperature plasma sterilization
® Ethylene oxide gas sterilization

® Autoclaving

® |ow-temperature steam formladehyde (LTSF) sterilization
Hydrogen peroxide low-temperature plasma sterilization:

® The brands and models of disinfection equipment vary with
hospitals. If the correct operation procedure of sterilization cannot
be confirmed, consult the manufacturer of the equipment.

Ethylene oxide gas sterilization:

1. Place the endoscope onto a sterile tray.

2. Ensure that preprocessing is included in each sterilization
procedure.

The following table lists valid ethylene oxide gas sterilization

parameters.

Ethylene oxide
Chlorotetrafluoroethane (C,HF,Cl)

Gaseous mixture

Temperature 54.442.8°C (130+5°F)

Relative humidity 60+£20%

Pressure 55.1 kPa to 68.9 kPa ( 8psi to 10psi )
Processing time 120 minutes

Ethylene oxide 60030 /L

concentration

® Ventilation of the endoscope can be completed in any fume
hood, with the temperature kept in the range from 48.9°C to
54.4°C (120° Fto 130° F)for 12 hours.

Autoclaving:

Only the endoscope with the "autoclave" label supports
autoclaving.

® The sudden change in temperature may cause rupture of the
glass parts of the endoscope. Therefore, do not expose the
endoscope to air immediately after removing the endoscope
from the autoclave.

® The endoscope cannot be cooled by pouring cold, sterile liquid
onto the endoscope. Forced cooling may cause serious damage
to the endoscope.

® Before autoclaving, all endoscopes must be thoroughly cleaned,
and all organic substances, blood stains and cleaning solutions
must be completely removed.
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The following definition of the WEEE label applies to EU
member states only.

This symbol indicates that this product should not

be treated as household waste. By ensuring that this
product is disposed of correctly, you will help prevent
bringing potential negative consequences to the
environment and human health. For more detailed
information with regard to returning and recycling this
product, please consult the distributor from whom you
purchased it.

Warning.

Indicates a potential hazard that, if not avoided, could
result in death or serious injury.

Indicates a potential hazard that, if not avoided, could
result in minor or moderate injury. Indicates an unsafe
operation or potential device damage as well.

Note. Refer to the delivered materials.

Sterilization procedure:

Place the endoscope onto a sterile tray.

Pre-vacuum or high-vacuum sterilization includes four basic
stages: preparation, processing, exhaust, and drying stages. In the
preparation stage, remove the air in the chamber by vacuuming,
and inject steam into the chamber to preheat the device. When
the temperature reaches 134°C and the pressure value is 200 kPa,
enter into the second stage, the processing stage. The processing
time in the pre-vacuum sterilizer is 4 minutes. In the exhaust
phase, exhaust all the steam in the chamber. Finally, vacuumize
the endoscope again and then dry it in vacuum conditions for
about 20 minutes.

Sufficient circulation of steam must be provided for the tray
placed in the sterilizer to ensure air movement and condensate
drainage. A loosely placed sterilizer ensures the best penetration
effect of the sterilant.

After autoclaving is completed, do not touch the endoscope until
itis fully cooled.

Endoscopes that support autoclaving also support other
disinfection and sterilization methods.

LTSF sterilization:

LTSF sterilization should include the following steps: preheating,
pre-vacuuming, exhaust, steam injection, humidification, heating,
repeated formaldehyde evaporation, injection, formaldehyde
penetration, sterilization (lasting for a certain period of time under
preset pressure and temperature), repeated steam flushing of
formaldehyde in the sterilization chamber, repeated air flushing
and drying, cooling, and normal pressure restoration in the
sterilization chamber.

According to the requirements of the LTSF sterilizer, 2%
compound formaldehyde solution or formalin solution (35%-
40% formaldehyde) is used for sterilization, and the volume of
2% compound formaldehyde solution or formalin solution (35%-
40% formaldehyde) in each cycle should vary depending on the
loading tray.

The sterilization temperature is kept in the range from 55°C
to 80°C, and the sterilization time lasts 30 minutes to 60
minutes.

Sterilization and disinfection of other parts:

Parts with valves must have the valves fully opened during
disinfection.

C4H;0, is corrosive to carbon steel products, so 5% sodium
nitrite should be added to prevent rust before sterilization.

Accessories used with the endoscope, such as sheath, obturator
puncture, and puncture casing should be sterilized after they are
cleaned.
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® The laparoscope is used for abdominal endoscopic operations of
animals.

® The arthroscope is used to examine joint diseases of animals
and can be used for treatment if it is used with relevant surgical
system.

® The cystoscope is used to diagnose and treat urethral bladder
diseases of animals.

® The otoscope is used to examine external auditory canal and
middle ear diseases of animals.

® The rhinoscope is used for animals' nasal cavity and sinus
inspection and puncture and drainage.

® The laryngoscope is used to examine the larynx of animals.
ﬁh A defective endoscope poses the risk of injuring animals.

® Before use, check the endoscope for any defect.

® Read this manual and related device operation guide carefully
and keep the manual properly.

® A physician must be trained and qualified before the physician
uses this endoscope. Before an operation, look for medical
literature to get technical information and information about
complication and danger.

® Fach time before use, check the appearance of the endoscope
and its accessories for rough surface, sharp edges, and convex
that may cause injury. If any, stop using the endoscope.

® Pay special attention to sterile operation and after-surgery
processing to avoid adverse consequences.

® Surgical operations should be meticulous and gentle. Avoid
excessive or rough movements which may cause injury of animals
and damage to the instrument.

® Make an emergency plan before a surgery to cope with any
accident.

@® |n case of any malfunctions of the endoscope, for example,
unclear image or no display, stop using the endoscope
immediately and replace the endoscope or take other emergency
actions.

® The temperature of the illumination transmitted on the
objective lens may exceed 41°C, which will cause the front part
of the objective lens to become scalding. Under the condition
that the clinical needs are met, it is recommended to shorten
the surgical time and lower the brightness of the light source as
much as possible.
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® For the stainless steel parts, autoclaving is preferred, which is
the most effective sterilization method currently. For the use
conditions and method, see the manuals of the autoclave.

® Ethylene oxide sterilization can also be used. For the sterilization
parameters and precautions, see the manuals of the sterilizer.

® Soak the parts in 2% C;H,O, for 10 hours. All the parts should be
immersed in the disinfectant, and all channels should be filled
with disinfectant.

@ For light cables and other accessories, use a cloth that contains
75% alcohol to wipe and disinfect them twice, or use a disposable
sterile plastic cover for isolated disinfection. The contact area
should still be wiped and disinfected with alcohol.

® The operation methods, steps and technical parameters of
cleaning, disinfection and sterilization equipment and chemical
agents listed in this manual are for reference only. Specific detailed
operation methods, steps and various parameters should be
subject to the manuals of the equipment and medicament.

Maintenance and Servicing

® Normally, endoscope and accessory servicing is divided into four
steps: cleaning, drying, oiling, and registration.

® The lens of the endoscope should be protected. Use alcohol or
silicone oil to clear the dirt on the lens and use a soft cloth to
dry the lens. Avoid friction and collision during the drying. If the
lens is not used for a long time, it should be stored in a dry and
ventilated place and checked every one or two weeks for mildew
and rust.

® The light cable must be wiped with a soft absorbent cloth after
each surgery. During storage, the curvature radius of the light
cable should not be less than 5 cm, and the optical cable should
not be folded or excessively bent.

® All kinds of accessories should be checked regularly. Each
puncture casing and sheath valve should be disassembled,
cleaned and oiled after use to maintain the flexibility of the valve.
Instruments that are less frequently used should be maintained
once a week to prevent rust.

® During the use, cleaning, and maintenance of all components, do
not pull hard the movable parts or touch the tip with any hard
object.

® Other supporting devices and accessories shall be maintained
in accordance with the requirements of their respective
manuals.

® The endoscope can be reused. Under the condition where
the endoscope is maintained, serviced and stored based on
requirements and normally used, the endoscope marked with the
"autoclave" label supports autoclaving and the expected service
life is one year or 200 times. If the endoscope is sterilized using
other method, the expected service life is three years or 400
times.
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® When the surface temperature of the endoscope exceeds
41°C, the contact part of the animal may be scalded. During
an operation, if a physician feels that the endoscope surface is
hotter than the body temperature, stop using the endoscope
immediately. If the fan or insulating glass of the light source fails,
replace the light source immediately or take other emergency
actions.

® After the endoscope is connected to a light source, the
endoscope emits bright light through the optical cable. In this
case, do not look directly into the light emitting end of the
objective lens. Otherwise, bright light will cause discomfort to
eyes or injure the eyes.

® Either directly looking with the eyes or looking through a
display, adjust the illumination of the light source to the
lowest required level. The higher the light intensity of the
light source, the greater the heat generation at the end of the
endoscope.

® The endoscope can be used in combination with different
types of imaging systems, medical light sources, high-frequency
generators, and high-frequency equipment that comply with
IEC 60601-1, IEC 60601-2-18, and IEC 60601-2-2.

® |If the endoscope and its accessories reach the service life or
become scrapped, it should be handed over to a professional
medical waste recycling agency or department for disposal.
Do not throw it away without authorization to reduce the
occurrence of secondary environmental pollution and other
risks.

Safety Check

To ensure performance of the endoscope, follow the steps below to
perform the check:

® Check the product. Visually inspect the product and check for
rust, indentation and scratches.

® Check image quality. Verify that text that is 30 mm away from
the objective lens can be clearly viewed through the optical
tube.

® Ensure that the objective lens (1), eyepiece (7) , and optical
surface (5) of the optical connector are clear, tidy, and
unscratched.

Getting Started

A

® When the optical cable is connected to a light source, prevent
the end of the optical cable from contacting any flammable
material.

The end of the light cable will become scalding due to
light. Mind the risk of scalding!

5.

Conditions of working environment:

O Ambient temperature: 10°C to 40°C

O  Relative humidity range: 30% to 75%

0O  Atmospheric pressure: 860 hPa to 1060 hPa
Transportation and storage conditions:

0O Ambient temperature: -20°C to 60°C

O  Relative humidity range: 10% to 90%

O  Atmospheric pressure: 860 hPa to 1060 hPa

The endoscope should be stored in a well-ventilated room free of
corrosive gas.

Storage

=
® The sterilized endoscope should be stored in accordance with
the sterile article storage requirements.

Technical Service

® For product service, maintenance or repair, contact the local
agency. Modifying the product on your own will invalidate your
warranty.

® Before sending the endoscope:

Clean, disinfect and sterilize it as much as possible, and mark

"disinfected" or "sterilized" on the endoscope.

The endoscope should be wrapped to prevent damage during
transportation.

TK VETKIT CO., LTD

Address: 3/F, Building 1, No. 199 Shuian First Road,
Xiangzhou District, Zhuhai, Guangdong, China
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